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THE  AIDS /HIV TREATMENT DIRECTORY FOR  NEW  ENGLAND  is  published  by  the  Community  Research  Initiative  of 
New  England  (CRI/New  England)  and  will  be  regularly  updated.  The  treatment  directory  is  intended  solely  as  an  informational 
resource  on  clinical  trials  in  the  New  England  area  which  are  currently  enrolling  patients.  No  endorsement  is  made  of  any 
specific  trial  described  herein. 

The  directory  is  as  comprehensive  and  as  up-to-date  as  possible.  However,  any  listed  trial  may  become  closed  to  patient 
enrollment  at  any  time.  The  Community  Research  Initiative  of  New  England  solicits  updated  information  about  clinical  trials 
throughout  New  England.  Anyone  with  information  appropriate  for  publication  in  this  directory  is  asked  to  call  CRI/New 
England  offices  at  (617)  424-1524. 

If  you  would  like  additional  information  regarding  clinical  trials  nationwide,  the  National  Institutes  of  Health  provide  a  toll- 
free  information  line,  1-800-TRIALS-A  The  AIDS  Information  Clearinghouse  provides  access  to  education  and  prevention 
materials  and  can  be  reached  at  1-800-458-5231. 


GOiVMUNnY 

RESEARCH 
INITIAnVE 

 Of  Sew  England   INTRODUCTION 


The  Community  Research  Initiative  of  New  England  (CRI)  is  proud  to  bring  you  the  first 
update  of  the  "AIDS/HIV  Treatment  Directory  for  New  England."  This  directory  marks  the 
beginning  of  a  process  to  consistently  provide  treatment  information  in  more  than  one 
language.  Explanatory  and  glossary  sections  can  now  be  found  in  both  English  and  Spanish. 
In  addition,  you  will  now  find  a  listing  of  current  HIV  Drug  Reimbursement  Programs  in 
New  England  and  the  medications  which  they  are  covering. 


•  By  definition,  most  of  the  treatments  listed  in  the  directory  are  experimental  or  unproven. 
The  purpose  of  some  of  the  studies  listed  is  to  evaluate  new,  promising  treatments,  while 
other  trials  compare  different  treatment  approaches.  We  encourage  persons  interested  in 
experimental  treatments  to  discuss  all  available  options  with  your  medical  providers,  since 
there  are  many  factors  involved  in  choosing  the  best  treatment  for  each  individual. 

•  The  first  set  of  trials  lists  drugs  which  act  as  anti-retrovirals,  drugs  which  hope  to  stop  the 
HIV  virus  in  some  way 

•  The  following  set  of  trials  focuses  on  trials  either  for  treatment  or  prevention  (prophylaxis) 
of  the  opportunistic  infections  seen  most  commonly  in  HIV+  persons.  Some  trials  for 
prophylaxis  focus  on  preventing  one  specific  infection,  while  few  are  directed  against  two 
or  three  different  infections  (and  therefor  may  be  listed  more  than  once). 

•  The  next  section  lists  other  types  of  trials  that  do  not  fit  in  either  of  the  above  categories. 
In  addition,  we  have  a  section  for  studies  specifically  for  women  and  for  children. 

•  The  following  section  describes  trials  that  are  observational  only.  These  studies  do  not  test 
a  specific  drug,  but  are  instead  aimed  at  helping  us  learn  more  about  some  aspect  of  HIV 
disease. 

•  The  last  section  deals  with  drugs  that  are  directly  available  to  a  physician  by  means  of 
"compassionate  use."  These  drugs  are  usually  for  serious  diseases  for  which  having  an 
experimental  drug  available  is  considered  critical. 

•  In  general,  people  are  eligible  for  one  experimental  protocol  at  a  time.  Therefore,  you 
may  need  to  choose  between  two  or  more  different  trials  for  which  you  are  eligible.  There 
are  exceptions  to  this,  however,  and  you  are  encouraged  to  discuss  this  with  the  research 
team  if  this  is  of  a  concern  to  you. 
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HOW  TO  USE  THIS  DIRECTORY 


L  This  directory  is  organized  according  to  infection  or  therapies  being  offered. 

2.  DRUG  NAME:  The  scientific  name  of  all  drugs  used  in  the  study  is  given  here.  When  "and"  is  used,  it  means  that  the  drugs 
are  given  together,  "vs."  means  that  the  drugs  are  being  compared  and  you  would  only  be  given  one  of  the  drugs  or  one  of  the 
regimens. 

3.  ELIGIBILITY:  This  lists  the  minimum  entry  criteria  to  be  able  to  participate  in  a  particular  study.  Each  trial  only  has  listed 
specific  inclusion/exclusion  criteria.  If  you  need  further  information,  it  is  suggested  that  you  call  the  specific  contact  for  the  trial 
you  are  interested  in. 

4.  STUDY  TITLE:  The  full  name  of  the  study  is  given  here.  Terminology  which  is  used  to  describe  the  design  of  the  trial 
(ie  random,  open  label)  is  described  in  the  Glossary.  If  the  trial  is  an  AIDS  Clinical  Trial  Group  (ACTG)  trial,  the  study 
number  is  provided  in  parenthesis. 

5.  SITE/CONTACT:  These  are  the  sites  at  which  the  specified  trial 

is  being  offered.  In  addition,  the  contact  person  coordinating  the  trial 

and  their  phone  number  is  listed  for  your  convenience.   1   trui^  for  toxoplasmosis  infection  

2   DRUG  3    ELIGIBILITY        4    STUDY  TITLE      5  SITE/CONTACT 

6,7.  Where  appropriate,  we  have  divided  each  section  into 
treatment  and  prophylaxis  subheadings.  This  allows  for  a  better 
understanding  as  to  whether  the  trial  being  offered  is  studying 
a  specific  treatment  for  an  infection  or  if  it  is  studying  to 
prophylax  (prevent)  for  the  specified  infection. 

COMO  USAR 
ESTE  DIRECTORIO 

L  Este  directorio  esta  organizado  por  infecciones  cual  se  estan 
tratando  o  por  terapias  cuales  se  ofrecen 

2.  NOMBRE  DE  MEDICACION:  Aqui  se  encuentra  el  nombre 
cientifico  de  cada  medicacion  que  se  esta  investigando.  Cuando  se 
usa  "and"  todas  las  medicaciones  mencionada  se  toman;  cuando  se 
usa  "vs."  las  medicaciones  mencionada  se  estan  comparando  y 
solamente  se  le  dara  una  des  las  medicaciones  u  unos  de  los  regimens. 

3.  ELEGIBILITAD:  Aqui  se  menciona  la  criteria  minima  para  participar 

en  la  investigacion.  Tambien  puede  estar  mencionado  la  criteria  de  inclusion/exclusion.  Si  necesita  mas  informacion  se  sugiere 
que  llames  al  nombre  de  contacto  que  se  da. 

4.  TITlLO  DE  INVESTIGACION:  El  nombre  completo  de  la  investigacion  se  encuentra  aqui.  Palabras  que  se  usan  a  explicar 
la  investigacion  (como  random,  open  label,  etc)  se  encuentran  en  el  diccionario  al  fin  de  este  directorio.  Si  la  investigacion  se 
esta  ofreciendo  por  el  AIDS  Clinical  Trial  Group  (ACTG)  el  numero  de  la  investigacion  se  da  en  los  parentisis. 

5.  SITTO/NOMBRE  DE  CONTACTO:  Estos  son  los  sitios  adonde  se  ofrecen  la  investigacion.  Tambien  se  menciona  el 
telefono  y  la  persona  para  llamar  si  necesita  mas  informacion  o  quiere  participar. 

6.  A  donde  ha  sido  relativo,  se  han  dividido  cada  secion  entre  "treatment"  (tratamiento)  y  "prophylaxis"  (profilaxis).  Esto  ayuda 
en  mejor  entender  si  la  investigacion  que  se  esta  ofreciendo  esta  investigando  si  la  medicacion(es)  es  para  tratar  una  infeccion  o 
para  prevenir  una  infeccion. 
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6  TREATMENT 


Pyrimethamine 


AIDS  MOCfamd  cerebri i 
toxoplasmosis 


Phase  III  dose  aeaUuoo  MGH/Ten  FVno 

study  Azithromycin  and  Pyrt-  617-726-3819 
mcthaminc  for  the  treatment 

of  acute  Toxoplasmic  en-  BtrSheaU  Hussey 

cephalitis  (ACTG  156)  617-735-4103 

BCK/Hekfl  Schmid 

617-534-3404 

(call  tor  sunn  at  BCH) 


7  PROPHYLAXIS 


Pyrimethamine 


HP*'*.  CD  J  counts  leu  thao 
200  and  a  positive  toxo  titer 


Pyrimethamine  proprtvtaxn 
for  the  prevention  of 
Toxoplasmosis 


CRUNew  EnrUad 
Jeanne  Day 
617-124- 1324 


Pyrimethamine  and  Foliate 


Placebo  and  FoUntc  sod 


HTV+,  CD4  counts  less  than 
200  and  a  positive  toss  utcr 


Primary  prophylaxis  of 
Cerebral  Toxoplasmosis  in 
Hrv  infected  patients 
(ACTG  154) 


BtfShataHuasey 
617-735-4103 

Bsvstate  Medical  Cat/. 
Deborah  Naelien-Prescod 
4 13- 78-1- 3006 


HOW  TO  PARTICIPATE  IN  A  CLINICAL  TRIAL 


A  clinical  trial  is  the  way  doctors  study  the  benefits  and  risks  of  using  a  new  treatment  for  a  disease  in  people.  There  are  two 
main  reasons  for  doing  clinical  trials  -  to  find  out  if  the  treatment  is  safe  for  people  to  take  and  to  find  out  if  it  works. 

The  decision  to  participate  in  a  clinical  trial  is  not  an  easy  one.  The  information  in  this  directory  and  the  information  your 
provider  can  give  you  are  important  first  steps  in  deciding  whether  participating  in  a  clinical  trial  is  the  right  option  for  you  at 
this  time.  Before  participating,  it  is  also  important  that  you  are  aware  of  your  rights,  understand  what  the  trial  is  about,  the 
risks  and  benefits  involved  and  expectations  of  your  participation  and  be  given  full  informed  consent. 

Trials  may  be  offered  at  the  large  urban  teaching  hospitals,  at  your  local  hospital  or  even  right  in  your  own  clinic  or  physician's 
office. 


*  Trials  that  are  being  coordinated  by  the  CRI/New  England  are  available  through  your  primary  health  care  provider.  If  you 
are  interested  in  a  CRI  trial,  ask  your  provider  if  s/he  is  part  of  the  CRI  provider  network.  If  not,  your  provider  can  contact  CRI 
to  learn  what  is  involved  in  joining  the  CRI  provider  network.  If  you  make  the  decision  to  participate  in  a  CRI  trial,  all  follow- 
up  care  will  be  done  by  your  provider  at  his/her  office  or  clinic 

*  Trials  which  are  coordinated  by  the  ACTG  are  offered  at  participating  medical  centers  as  listed.  To  participate,  your  primary 
care  provider  needs  to  refer  you  to  the  ACTG  site.  If  you  make  the  decision  to  participate,  trial  specific  follow-up  care  and 
treatment  will  be  done  at  the  sponsoring  medical  site. 

*  Trials  which  are  not  affiliated  with  the  ACTG  or  CRI  are  being  offered  at  the  specified  hospital.  To  participate  in  a  hospital 
specific  trial,  you  likewise  need  your  physician  to  refer  you  to  the  site.  Trial  specific  follow-up  care  will  be  done  at  the 
sponsoring  hospital. 

Discuss  the  information  in  this  directory  with  your  doctor,  advocate,  partner  or  friends.  Make  yourself  aware  of  the  treatment 
alternatives  and  options  which  are  available  to  you.  Ask  questions.  The  decision  to  participate  is  yours. 


COMO  PARTICIPAR  EN  UNA  PRUEBA  CLINICA 


Una  prueba  clinica  es  una  manera  para  doctors  a  estudiar  los  beneficios  y  riesgos  de  un  tratamiento  nuevo  para  enfermedades 
en  personas.  Hay  dos  razones  principales  para  hacer  pruebas  clinicas  -  para  ver  si  el  tratamiento  es  seguro  para  tomar  y  para 
ver  si  trabaja. 

La  decision  para  participar  en  una  prueba  clinica  no  es  facil.  La  informacion  en  este  directorio  y  la  informacion  que  su  doctor 
le  puede  dar  son  pasos  importantes  en  decidiendo  si  particapando  en  una  prueba  clinica  es  la  opcion  para  ti  en  este  momento. 
Antes  de  llegar  a  la  decision  a  participar  es  importante  que  tu  sepas  sus  derechos,  entender  de  que  se  trata  la  prueba,  los  riesgos 
y  beneficios  envuelto,  las  expectaciones  de  ti  por  participar,  y  que  se  te  dara  consentimiento  informado. 

Pruebas  clinicas  pueden  ser  ofrecido  in  hospitales  de  ensenansa,  en  su  hospital  local  o  hasta  en  su  clinica  o  en  la  oficina  de  su 
doctor. 


*  Pruebas  cuales  se  estan  coordinando  por  el  CRI/New  England  son  disponible  por  via  de  su  propio  doctor.  Si  ud.  esta  inter- 
esado  en  una  prueba  de  CRI,  preguntale  as  su  doctor  se  el/ella  esta  participando  con  CRI.  Si  no  esta  participando  su  doctor 
puede  llamar  al  CRI  para  orientarse  al  CRI.  Si  ud.  decide  a  participar  en  una  prueba  del  CRI,  todo  el  tratamiento  sera  hecho 
en  la  oficina  de  su  doctor  o  su  clinica. 


*  Pruebas  cuales  se  estan  coordinando  por  el  ACTG  se  estan  ofreciendo  en  los  sitios  mencionado.  Para  participar  en  esta 
pruebas,  su  doctor  tiene  que  referirte  a  la  clinica  especifica  del  ACTG.  Si  decides  a  participar ,  tratamiento  especifico  a  la 
prueba  sera  hecho  en  el  sitio  mencionado. 

*  Pruebas  cuales  no  estan  ofreciendo  por  el  CRI  ni  por  el  ACTG  se  ofrecen  en  el  hospital  mencionado.  Para  participar  en  una 
prueba  coordinado  por  un  hospital,  como  en  las  otras  necesita  que  su  doctor  lo  refiere  al  sitio.  Si  decides  a  participar, 
tratamiento  especifco  al  la  prueba  sera  hecho  en  el  sitio  mencionado. 

Hable  sobre  esta  informacion  en  este  directorio  con  su  doctor,  trabajor  social,  case  manager,  companero(a)  o  amistades. 
Aprende  los  alternatives  y  las  opciones  que  existen  en  su  communidad.  Si  tienes  preguntas,  pregunta.  La  decision  a 
participar  es  suya. 


ANTIRETROVIRAL  TRIALS 


DRUG  NAME  ELIGIBILITY  STUDY  TITLE  SITE/CONTACT 


ZDV 
and 

Interferon  alpha 


Symptomatic  HIV  disease  as 
defined  by  the  presence  of 
one  or  more  symptoms: 
chronic  fatigue,  thrush,  oral 
hairy  leukoplakia  or  herpes 
zoster 


An  open  label,  dose 
escalation  study  of  ZDV  plus 
interferon-alpha  for  patients 
who  are  HIV  p24  antigen 
positive  and  have  greater 
than  200  CD4  cells 
(ACTG  068) 


MGH/Teri  Flynn 
617-726-3819 


ZDV  and  Acyclovir 
vs. 

ZDV  alone 


HIV  infection  and  less  than 
200  CD4  cells 


Double-blind  study  of 
zidovudine  alone  versus 
zidovudine  plus  acylcovir  for 
patients  with  HIV  infection 
and  fewer  than  200  CD4  cells 
(ACTG  063) 


MGH/Teri  Flynn 
617-726-3819 

BI/  Sheila  Hussey 
617-735-4103 

NE  Deaconess 
Lisa  Bouvier 
617-735-0782 


BCH/Ron  Bill 
617-534-5404 


ZDV  alone 
vs. 

ZDV  and  ddC 

vs. 

ZDV  and  ddl 

vs. 

ddl  alone 


HIV  infection  with  CD4 
counts  between  200-500 


Double  blind  study  of 
monotherapy  vs. 
combination  therapy  for 
patients  with  200-500  CD4 
cells.  Four  treatment  arms: 
ZDV  alone  vs.  ZDV  +  ddC 
vs.  ZDV  +  ddl  vs.  ddl  alone 
(ACTG  175) 


MGH/Teri  Flynn 
617-726-3819 

BI/  Beryl  Chapman 
617-735-4149 

NE  Deaconness 
Lenore  Jackson-Pope 
617-735-0785 


BCH/  Helen  Schmid 
617-534-5404 

Baystate  Medical  Cntr. 
Deborah  Naglieri-Prescod 
413-784-3046 


*  ZDV  (Zidovudine)  is  also 
known  as  AZT  or  Retrovir 


Brigham  and  Women's 
Infectious  Disease  Dept. 
617-732-5885 
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ANTIRETROVIRAL  TRIALS 


DRUG  NAME  ELIGIBILITY  STUDY  TITLE  SITE/CONTACT 


ZDV 
and 

Intron  A 

(Interferon  Alpha) 


HIV+  with  CD4  counts 
greater  than  500  and  no  prior 
antiviral  therapy 


Combination  therapy  with 
ZDV  and  Intron  A  versus 
ZDV  alone  in  patients  with 
CD4  counts  between  200-500 
and  no  diagnosis  of  AIDS 


CRI/New  England 
Jim  Marston 
617-424-1524 


BI-RG-587 

and 

ZDV 


HIV+  with  CD4  cells  less 
than  400 


An  open  label  staggered  dose 
escalation  cohort  trial  which 
will  examine  the  pharmoki- 
netics  and  tolerance  of  BI- 
RG-587  in  combination  with 
Zidovudine  in  patients  with 
HIV  (ACTG  168,  please  call 
for  status) 


UMASS  Worcester 
Karen  Tolson 
508-856-2456 


GR109714X 
(3TC) 


Advanced  ARC  or  AIDS 
patients  with  CD4  counts  less 
than  or  equal  to  300.  No 
antiretroviral  therapy  for  21 
days  or  more  prior  to 
screening. 


A  phase  I/II  study  of  the 
safety,  pharmokinetics,  and 
preliminary  activity  of 
GR109714x  (3TC)  in  HIV+ 
patients  with  AIDS  or 
advanced  ARC 


BCH/  Nancy  Reinhalter 
617-534-5404 


ZDV 

and 

THF 

(Thymic  Humoral  Factor) 


HIV+  with  CD4  counts 
between  100-500  and  no 
other  significant  medical 
problems.  On  ZDV  for  at 
least  six  weeks  before  entry 


A  phase  I  trial  of  Thymic 
Humoral  factor-gamma  2 
(THF)  in  patients  with  HIV 
infection  who  are  taking 
ZDV 


BRUNAP 
Grace  Accetta 
401-456-AIDS 


GP  120  vaccine 


Asymptomatic  to  mildly 
symptomatic  HIV  infection, 
CD4  counts  200-500  and  on 
ZDV  therapy  for  less  than  6 
months 


Phase  I,  six  arm  placebo 
controlled  study  of  GP120 
vaccine  for  HIV+  individuals 
with  greater  than  500  CD4 
counts 


NE  Deaconess 
Lisa  Bouvier 
617-735-0782 


HIV  positive  with  CD4  Phase  II  study  of  the  ami-         NE  Deaconess 

and  counts  less  than  200  HI  V  effects  of  combined  David  Scadden,  MD 

GM-CSF 


ZDV  and  GM-CSF  617-732-8540 
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TRIALS  FOR  MYCOBACTERIUM  AVIUM  COMPLEX  (MAC) 


DRUG  NAME  ELIGIBILITY  STUDY  TITLE  SITE/CONTACT 


TREATMENT 


Rifampin,  Clofazimine, 
Ciprofloxacin,  Ethambutol 
and  Amikacin 


HIV  +  diagnosed  with  a 
positive  blood  culture  for 
MAC  within  the  past  eight 
weeks  prior  to  enrollment 


Open  Iable  study  of  Ri- 
fampin, Clofazimine,  Cip- 
rofloxacin, Ethambutol,  and 
Amikacin  for  the  treatment 
of  symptomatic  MAI  disease 
(ACTG  135) 


BI/  Sheila  Hussey 
617-735-4103 

NE  Deaconess 
Helen  Fitch 
617-735-0785 

BCH/Ron  Bill 
617-534-5404 


MGH/TeriFlynn 
617-726-3819 


Baystate  Medical  Cntr. 
Deborah  Naglieri  Prescod 
413-784-3046 


Gentamicin  Liposome 
Injection  (TLC  G-65) 


AIDS  diagnosis  with  a 
positive  blood  culture  for 
MAC.  No  other  active 
opportunistic  infection 


Multi-Center,  open  label 
study  of  TLC  G-65  with 
subsequent  combination 
therapy  in  the  treatment  of 
Disseminated  MAC  in  AIDS 
patients 


CRI/New  England 
617-424-1524 
(call  CRI  for  status) 


TREATMENT  FOR  PNEUMOCYSTIS  CARINII  PNEUMONIA  (PCP) 


DRUG  NAME  ELIGIBILITY  STUDY  TITLE  SITE/CONTACT 


Dapsone/Trimethoprim 
and 

Clindamycin/ 

Primaquine 

vs.  Trimethoprim/ 

Sulfamethoxazole 


AIDS  with  mild  to  moderate 
PCP 


A  phase  III  comparative 
study  of  Dapsone/Tri- 
methoprim and  Clindamycin/ 
Primaquine  versus  Tri- 
methoprim/Sulfam- 
ethoxazole in  the  treatment 
of  mild  to  moderate  PCP  in 
patients  with  AIDS. 
(ACTG  108) 


Bl/Sheila  Hussey 
617-735-4103 

NE  Deaconess 
Helen  Fitch 
617-735-0785 

MGH/Teri  Flynn 
617-726-3819 


Baystate  Medical  Cntr. 
Deborah  Naglieri  Prescod 
413-784-3046 
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TRIALS  FOR  CRYPTOCOCCAL  MENINGITIS 


DRUG  NAME 


ELIGIBILITY 


STUDY  TITLE 


SITE/CONTACT 


TREATMENT 


Amphotericin  B  and 

Flucytosine 

vs. 

Amphotericin  B 
followed  by 
Fluconazole  and 
Itraconazole 


HIV  +  with  a  primary 
episode  of  cryptococcal 
meningitis 


A  randomized  double  blind 
protocol  comparing  ampho- 
tericin B  with  flucytosine  to 
amphotericin  B  alone  fol- 
lowed by  a  comparison  of  flu- 
conazole and  itraconazole  in 
the  treatment  of  acute 
cryptococcal  meningitis 
(ACTG  159) 


MGH/Teri  Flynn 
617-726-3819 

BI/  Sheila  Hussey 
617-735-4103 

NE  Deaconess 
Helen  Fitch 
617-735-0785 

BCH/Carol  Saunders 
617-534-5404 

Baystate  Medical  Cntr. 
Deborah  Naglieri-Prescod 
413-784-3046 


Itraconazole 
vs. 

Fluconazole 


AIDS  diagnosis  with  a 
positive  culture  for 
Cryptococcus  neoformans 


Randomized,  Comparative 
study  of  Itraconazole  and 
Fluconazole  for  treatment  of 
AIDS  related  Cryptococcal 
meningitis 


University  Hospital 
Alan  Sugar 
617-638-5494 


TRIALS  FOR  CYTOMEGALOVIRUS  (CMV) 


DRUG  NAME 


ELIGIBILITY 


STUDY  TITLE 


SITE  CONTACT 


TREATMENT 


Oral  Ganciclovir 
vs. 

IV  Ganciclovir 


HIV+,  screened  at  start  of 
induction 


Oral  versus  IV  Ganciclovir 
for  maintenance  therapy  of 
CMV  retinitis  after  IV 
induction 


BI/  Mary  Ann  Lee 
617-735-4149 


Oral  Ganciclovir 
vs. 

IV  Ganciclovir 
Ganciclovir 


Stable  eye  exam  and  on  IV 
Ganciclovir  for  1-4  months 


Intolerant  of  systemic 
therapy 


Oral  versus  IV  Ganciclovir 
for  long  term  maintenance  of 
CMV  retinitis 

Phase  I/II  open  labeled  trial 
of  intravitreal  ganciclovir 
salvage  therapy  for  AIDS 
patients  with  active  CMV 
retinitis  who  are  intolerant  of 
systemic  therapy 


BI/  Mary  Ann  Lee 
617-735-4149 


Baystate  Medical  Cntr. 
Deborah  Naglieri  Prescod 


TRIALS  FOR  TOXOPLASMOSIS  INFECTION 


DRUG 


ELIGIBILITY 


STUDY  TITLE 


SITE/CON. 


TREATMENT 


Azithromycin 
and 

Pyrimethamine 


AIDS  associated  cerebral 
toxoplasmosis 


Phase  I/II  dose  escalation 
study  Azithromycin  and  Pyri- 
methamine for  the  treatment 
of  acute  Toxoplasmic  en- 
cephalitis (ACTG  156) 


MGHyTeri  Flynn 
617-726-3819 

Bl/Sheila  Hussey 
617-735-4103 

BCH/Helen  Schmid 

617-534-5404 

(call  for  status  at  BCH) 


PROPHYLAXIS 


Pyrimethamine 


HIV+,  CD4  counts  less  than 
200  and  a  positive  toxo  titer 


Pyrimethamine  prophylaxis 
for  the  prevention  of 
Toxoplasmosis 


CRI/New  England 
Jeanne  Day 
617-424-1524 


Pyrimethamine  and  Folinic 

acid 

vs. 

Placebo  and  Folinic  acid 


HIV+,  CD4  counts  less  than 
200  and  a  positive  toxo  titer 


Primary  prophylaxis  of 
Cerebral  Toxoplasmosis  in 
HIV  infected  patients 
(ACTG  154) 


BI/ Sheila  Hussey 
617-735-4103 

Baystate  Medical  Cntr. 
Deborah  Naglieri-Prescod 
413-784-3046 
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TRIALS  FOR  HIV  RELATED  MALIGNANCIES 


DRUG  NAME  ELIGIBILITY  STUDY  TITLE  SITE/CONTACT 


GM-CSF  and  ZDV  Advanced  Kaposi's  Sarcoma 

and 

Adriamycin,  Vincristine  and 
Bleomycin 


Phase  I  dose  escalation  study  NE  Deaconess 

of  GM-CSF  and  ZDV  and  Lenore  Jackson-Pope 

Adriamycin  ,  Vincristine  and  617-735-0781 
Bleomycin  for  patients  with 
advanced  KS  (ACTG  094) 


mBACOD 
and 

GM-CSF 


HIV+  with  non-Hodgkin's 
Lymphoma;  no  previous 
chemotherapy 


A  Phase  III  randomized  trial 
of  low  dose  versus  standard 
dose  mBACOD  chemother- 
apy with  rGM-CSF  for 
treatmnet  of  AIDS  associated 
non-Hodgkin's  Lymphoma 
(ACTG  142) 


BI/  Beryl  Chapman 
617-735-4149 

NE  Deaconess 
Lenore  Jackson-Pope 
617-735-0781 

BCH/  Eileen  Barbusa 
617-534-5404 


Baystate  Medical  Cntr. 
Deborah  Naglieri  Prescod 
413-784-3046 


mBACOD 
and 

Oncolysin-B 


HIV+  with  non-Hodgkin's 
Lymphoma;  no  previous 
chemotherapy 


Phase  I  trial  of  monoclonal 
antibody  Oncolysin-B  (anti 
B4  blocked  ricin)  and  low 
dose  mBACOD 


NE  Deaconess 
David  Scadden,  MD 
617-732-8540 
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TRIALS  FOR  OTHER  OPPORTUNISTIC  INFECTIONS 


DRUG  NAME 


ELIGIBILITY 


STUDY  TITLE 


SITE/CONTACT 


Fluconazole 


AIDS  diagnosis  with  Histo- 
plasmosis or  disseminated 
histoplasmosis 


Pilot  study  to  determine  the 
feasibility  of  Fluconazole  for 
the  induction  of  treatment 
and  suppression  of  relapse  of 
disseminated  Histopasmosis 
in  patients  with  AIDS 
(ACTG  174) 


Baystate  Medical  Cntr. 
Deborah  Naglieri  Prescod 
413-784-3046 


BV-ARAU 
vs. 

Acyclovir 


HrV+  with  an  acute  out- 
break of  Herpes  Zoster 


Evaluation  of  BV-ARAU 
versus  acyclovir  in  the 
treatment  of  localized 
Herpes  Zoster  in  HIV 
infected  patients 


MGH/TeriFlynn 
617-726-3819 

BI/  Mary  Ann  Lee 
617-735-4103 

NE  Deaconess/  Helen  Fitch 
617-735-0785 

Brigham  and  Women's 
Infectious  Disease  Dept. 
617-732-5885 


Penicillin  G 
vs. 

Ceftriaxone 


HlV+and  a  pending 
diagnosis  of  neurosyphilis 


A  pilot  study  evaluating 
Penicillin  G  and  Ceftriaxone 
as  therpes  for  presumed 
neurosyphilis  in  HIV  sero- 
positive individuals 
(ACTG  145) 


MGH/TeriFlynn 
617-726-3819 

BI/ Sheila  Hussey 
617-735-4103 


Rifampin/Pyrazinamide 
vs. 

Isoniazid 


Dual  infection  of  HIV  and 
Mtb  (Mycobacterium 
Tuberculosis) 


Prospective,  randomized, 
comparative  trial  of  two 
months  of  Rifampin/ 
Pyrazinamide  vs.  twelve 
months  of  Isoniazid  for  the 
prevention  of  tuberculosis  in 
persons  dually  infected  with 
HIV  and  Mtb  (ACTG  177) 


Baystate  Medical  Cntr. 
Deborah  Naglieri  Prescod 
413-7874-3046 
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STUDIES  FOR  WOMEN  AND  CHILDREN 


DRUG  NAME  ELIGIBILITY  STUDY  TITLE  SITE/CONTAC 


for  Women 

Fluconazole 


for  Children 


HIV  positive  women  with 
less  than  500  CD4  cells, 
without  active  candidal 
mucosal  infection 


Fluconazole  prophylaxis  of 
Candidiasis  in  women 


CRI/  New  England 
Debra  Small 
617-424-1524 

BRUNAP 
Terry  Fiore 
401-331-8500  ext.  4028 
Fran  Bettencourt 
401-729-2616 


ZDV 

vs. 

ddl 

vs. 

ZDV  and  ddl 


HIV+  children  between  3 
months  and  17  years.  May 
not  have  received  antiretrovi- 
ral  drugs  or  immunemodula- 
tor  therapy  for  greater  than  6 
weeks. 


A  randomized  comparative 
trial  of  ZDV  versus  ddl 
versus  ZDV  plus  ddl  in 
symptomatic  HIV  infected 
children  (ACTG  152) 


Children's  Hospital 
Andrea  Hale 
617-735-7879 

BCH/  Anne  Marie  Regan 
617-534-5813 


ddl 


Symptomatic  HIV+  children,    Trials  of  two  doses  of  ddl  in 


ZDV 
and 

Interferon-Alpha 


for  Women  and  Children 


intolerant  to  ZDV  and/or 
showing  disease  progression 
while  on  ZDV 


Asymptomatic  and  mildly 
symptomatic  HIV+  children 
ages  3  months  to  17  years 


the  treatment  of  children 
with  symptomatic  HIV 
infection  who  are  intolernat 
to  ZDV  and/or  show  progres- 
sive disease  while  on  ZDV 
(ACTG  144) 

Safety  and  tolerance  of  ZDV 
and  Interferon-Alpha  in  HIV 
positive  children 
(ACTG  153) 


Children's  Hospital 
Andrea  Hale 
617-735-7879 

BCH/  Anne  Marie  Regan 
617-534-5813 


BCH/  Anne  Marie  regan 
617-534-5813 


ZDV 


HIV  +  pregnant  women 


Phase  III  randomized 
placebo  controlled  trial  to 
evaluate  the  efficacy,  safety 
and  tolerance  of  oral  ZDV  in 
pregnant  HIV  infected 
women  and  their  infants 
(ACTG  076) 


Children's  Hospital 
Anne  Elperin 
617-735-7192 

Brigham  &  Women's 
Arlene  Buck 
617-732-6807 

Baystate  Medical  Cntr. 
Deborah  Naglieri-Prescod 
413-784-3046 


ZDV 


HIV  +  women 


A  phase  I  trial  to  evaluate 
ZDV  in  HIV-2  infected 
pregnant  women  and  their 
children  (ACTG  082) 


BCH/  Anne  Marie  Regan 
617-534-5813 
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OTHER  INTERVENTIONAL  TRIALS 


DRUG 


ELIGIBILITY 


STUDY  TITLE 


SITE/CONTACT 


Pentoxifylline  (Trental) 


HIV+  with  a  Karnofsky 
score  greater  than  40 


Evaluating  the  effects  of 
Pentoxifylline  in  reducing 
HIV  symptoms 


CRI/New  England 
Jeanne  Day 
617-424-1524 


Pentoxifylline  (Trental) 


AIDS  diagnosis  with  fewer 
than  300  CD4  cells 


Pentoxifylline  as  a  modulator 
of  Tumor  Necrosis  Factor 
and  of  HIV  replication  in 
Patients  with  AIDS 
(ACTG  160) 


BI/  Beryl  Chapman 
617-735-4149 


Sandostatin 


HIV  positive  with  severe 
diarrhea,  not  responsive  to 
conventional  therapy 


Sandostatin  for  refractory 
diarrhea 


BRUNAP 

Dr.  Tim  Flanigan 

401-331-8500  ext.  7152 


Paromomycin 


HIV  +,  severe  diarrhea,  CD4 
counts  less  than  200  and 
positive  culture  for  crypto- 
sporidiosis 


Open  label  trial  of  paro- 
momycin for  Cryptosporidi- 
osis  in  HIV+  patients 


CRI/New  England 
Nancy  Salitsky 
617-424-1524 


Interlukin  III 
(IL-3) 


HIV-i-  with  platelets  less 
than  100,000  or  a  white  blood 
cell  count  less  than  30 


Phase  I  study  of  Interlukin  III 
for  cytopenia 


NE  Deaconess 
David  Scadden,  MD 
617-732-8540 
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OBSERVATIONAL/EPIDEMIOLOGICAL  STUDIES 


PURPOSE 


ELIGIBILITY 


STUDY  TITLE 


SITE/CONTACT 


Observational  study-  data 
collection  only 


Any  stage  of  HIV  infection. 
Will  provide  knowledge 
about  HIV  natural  history 


Observational  Database 
Project  (ODB) 


CRI/New  England 
Jim  Fauntleroy 
617-424-1524 

BRUNAP 
Ellen  LaPointe 
401-863-1725 


Immunology  Study 


HIV  positive  individuals 
who  have  been  free  of  symp- 
toms for  a  long  time  or  who 
remain  symptom  free  despite 
a  low  T4  count  (less  than 
200) 


AIDS  Immunological  Study. 
Cytotoxic  assays  to  measure 
the  ability  of  immune  cells  to 
kill  cells  which  have  been 
coated  with  the  proteins  of 
the  AIDS  virus 


BRUNAP 

Roger  Williams  Hospital 
Dr.  Gail  Skowron 
401-456-2074 


Cognitive  abilities  study  in 
women 


Women  who  are  HIV+ 


Effects  of  HIV  in  women 


BRUNAP 
Miriam  Hospital,  RI 
Dr.  James  McCartney 
401-331-8500  ext.  4300 


Women  and  Infants  Trans- 
mission Study  (WITS) 


HIV  positive  pregnant  or 
non-pregnant  women  ages 
15-44.  Children  born  to 
women  enrolled  in  study 


The  Women  and  Infants 
Transmission  Study  (WITS) 


Brigham  and  Women's 
Arlene  Buck 
617-732-5111 

Children's  Hospital 
Rosemary  Galvin 
617-735-6120 


Heterosexual 
transmission  study 


Any  heterosexually  active 
adult,  whether  HIV+  or  not 


New  England  Behavioral 
Health  Study 


Project  Prevent 
401-729-2616 


Heterosexual 
transmission  study 


Heterosexual  couples  in 
which  one  partner  is  infected 
and  the  other  is  not 


The  Couples  Study 


Project  Prevent 
401-729-2616 


Determine  if  people  with 
HIV  metabolize  drugs 
differently  than  uninfected 
people 


HIV  positive  males 


Liver  Function  study  in  men 


BRUNAP 

Roger  Williams  Hospital 
Karen  Rowley,  Pharm.D. 
401-456-6597 


Evaluate  how  a  mother's 
immune  system  prevents 
infection  in  the  infant 


HIV+  pregnant  women 


HIV  Immunity:  Correlation 
with  Vertical  Transmission 


BRUNAP 

Roger  Williams  Medical 
Dr.  Gail  Skowron 
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COMPASSIONATE  USE  AND  TREATMENT  IND  PROGRAMS 


Azithromycin  Compassionate  Use  Protocol:  Definitive  or  presumptive  diagnosis  of  toxoplasmosis 

by  CAT  and  some  favorable  response  prior  to  treatment.  Local  IRB  approval 
required.  Pfizer.  (203)441-5701 

Compassionate  Use  Protocol:  Diagnosis  of  Cryptosporidiosis  by  two  positive  cultures 
Pfizer.  (203)  441-6148 

Compasssionate  Use  Protocol:  Individuals  with  MAC  and  failing  existing  therapy. 
Pfizer.  (203)  441-5941 

Qarithromycin        Compassionate  Use  Protocol.  Physicians'  calls  only.  For  individuals  12  years  old  or 

greater  with  laboratory  documented  disseminated  MAC  who  are  ineligible  or  unable 
to  enter  clarithromycin  clinical  trials.  Abbott  Laboratories.  (800)688-9118 

Open  Label  Treatment  Protocol.  For  individuals  with  AIDS  or  advanced  ARC  who 
have  failed  or  are  intolerant  of  AZT.  Hoffman  LaRoche.  (800)526-6367 

Compassionate  Use  Protocol.  For  AIDS  patients  with  proven  cryptosporidiosis. 
Jansenn  Pharmaceutica.  (800)521-AIDS. 

Treatment  IND.  For  individuals  with  mild  to  moderate  PCP  who  are  intolerant  or 
refractory  to  TMP/SMX  therapy.  Patients  need  not  have  taken  IV  pentamidine  for 
the  treatment  IND.  Open  to  both  pediatric  and  adult  patients.  Burroughs  Welcome. 
(800)755-2020. 

Compassionate  Use  Protcol.  For  immune-suppressed  individuals  with  acyclovir 
resistant  mucutaneous  herpes  simplex  virus  infections.  Astra.  (800)  388-4148 

Compassionate  Use  Protocol.  For  individuals  with  life  threatening  granulocytopenia 
or  dysfunctional  granulocytes.  Schering-Plough.  (800)446-8766 

Compassionate  Use  Protocol.  For  individuals  with  systemic  fungal  infections.  Janssen 
Pharmaceutical.  (800)253-3682 

Compassionate  use  Protocol.  Physician  calls  only.  For  immune  suppressed  individu- 
als with  chronic  diarrhea  due  to  cryptosporidiosis.  Rhone-Poulenc.  (800)  262-1105 

Treatment  IND.  For  individuals  with  AIDS  who  are  intolerant  to  both  TMP/SMX 
and  pentamidine  for  treatment  of  PCP.  NIAID.  (800)537-9978 


ddC 

Diclazuril 
566c80 

Foscarnet 

GM-CSF 

Itraconazole 

Spiramycin 

Trimetrexate 
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HIV  DRUG  REIMBURSEMENT  PROGRAMS  IN  NEW  ENGLAND 


The  following  is  a  listing  of  HIV  drug  reimbursement  programs  across  New  England.  These  programs 
help  in  paying  for  either  part  of  or  all  of  the  expense  of  the  listed  medications  based  on  eligibility.  Eligibil- 
ity criteria  is  different  for  each  state  so  you  are  asked  to  call  the  listed  phone  number  for  more  information 
on  how  to  apply . 

Lo  siguiente  es  una  lista  de  los  progamas  de  ayuda  economica  para  ayudar  pagar  en  parte  o  recibir  de  gratis 
medicinaspara  VIH/SIDA.  Criteria  de  eligibilidad  es  diferente  en  cada  estado.  Se  surgiere  que  llames  a  la 
persona  de  contacto  para  mas  information  en  como  solicitor. 

MASSACHUSETTS 

Drugs  currently  covered:       AZT,  Aerosolized  Pentamidine,  Ganciclovir,  Fluconazole, 

Alpha  Interferon,  ddl,  Foscarnet,  Bactrim,  Dapsone,  Nystatin,  and 
Clotrimazole 

Contact:  Joseph  Montanez 

Phone:  617-262-0889  or  1-800-228-2714  (English  and  Spanish) 


RHODE  ISLAND 

Drugs  currently  covered:        AZT,  ddl,  Aerosolixed  Pentamidine,  Alpha  Interferon 

as  of  April  1:       Fluconazole,  Acycolvir,  Bactrim,  Clarithromycin,  Ganciclovir 
Contact:  Paula  Avarista 
Phone:  401-464-2183 


NEW  HAMPSHIRE 

Drugs  currently  covered:       AZT,  Acyclovir,  Clotrimazole,  ddl,  Fluconazole,  Nystatin, 

Aerosolized  Pentamidine,  Bactrim 

Contact:  John  Reinheimer 
Phone:  603-271-4501 


MAINE 

Drugs  currently  covered:       AZT,  Aerosolized  Pentamidine,  Fluconazole,  ddl 

Alpha  Interferon,  Bactrim 

Contact:  Tom  Bancroft 
Phone:  207-289-5060 
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GLOSSARY  OF  TERMS  USED 


Antibodies:  Protein  produced  by  white  blood  cells  which 
recognize  and  block  foreign  substances.  Most  antibodies  kill 
the  invading  organism. 

Antiretroviral:  Substance  that  stops  or  suppresses  the  activity 
of  a  retrovirus. 

Asymptomatic:  Infection  without  symptoms.  Someone  may  be 
seropositive  but  asymptomatic,  that  is  carry  antibodies  to  HIV 
but  does  not  show  any  of  the  visible  signs  of  HIV  infection. 

Autoimmune:  A  condition  in  which  the  body's  immune 
system  attacks  its  own  tissue. 

Candida:  A  yeast-like  fungi,  which  is  commonly  found  in  the 
normal  plant  life  of  the  mouth,  skin,  intestinal  tract  and 
vagina.  It  can  cause  disease  in  immune  compromised  people. 

Clinical  trial:  A  test/investigation  to  see  how  well  a  new  drug 
works  on  people. 

Comparison  trial:  A  trial  in  which  experimental  drugs  are 
tested  against  each  other  or  against  an  approved  drug. 

Compassionate  Use  IND:  A  method  of  releasing  an  investiga- 
tional new  drug  when  there  is  little  established  data  to  its 
efficacy.  People  who  are  seriously  ill  can  have  their  doctor  ask 
the  drug  company  to  give  them  an  experimental  drug  they 
think  will  help  them.  Very  few  drugs  are  available  through 
this  program.  Drug  companies  are  generally  not  allowed  to 
charge  for  the  drug. 

Controlled  trial:  Generally,  trials  in  which  one  group  gets  the 
experimental  drug.  The  other  group,  the  control  group,  is 
given  either  a  placebo  or  an  approved  drug  therapy.  Partici- 
pants usually  do  not  know  which  group  they  are  in. 

Crossover  A  procedure  in  a  controlled  trial  where  at  one 
point  through  the  study  the  control  group  is  taken  off  the 
control  and  given  the  experimental  drug  or  visa  versa. 

Cytopenia:  Deficiency  in  the  cellular  elements  of  the  blood 
and  other  tissues. 

Dementia:  Chronic  intellectual  impairment  (loss  of  mental 
capacity)  with  organic  origins,  that  effects  a  person's  ability  to 
function  in  a  social  or  occupational  setting. 

Disseminated:  Scattered  throughout  the  body. 

Dose  ranging:  A  drug  trial  in  which  two  or  more  doses  of  a 
given  drug  are  being  tested  against  each  other  in  order  to 
determine  which  dose  works  best  and  is  the  least  harmful. 
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Double  blind:  A  type  of  clinical  trial  in  which  researchers  and 
participants  do  not  know  who  is  receiving  the  experimental 
drug  or  the  control.  Some  studies  are  single  blind,  in  these 
participants  do  not  know  what  treatments  they  are  getting  but 
their  doctors  do. 

Efficacy:  In  trials,  the  ability  of  the  experimental  drug  to 
produce  results  (the  effectiveness  of  the  drug). 

Enzyme:  A  substance  that  makes  certain  chemical  reactions 
take  place  at  a  faster  rate. 

Expanded  access:  A  system  of  distributing  experimental  drugs 
to  patients  who  are  unable  to  participate  in  ongoing  clinical 
efficacy  trials. 

Hemophilia:  An  inherited  disease  that  prevents  the  normal 
clotting  of  blood. 

Histoplasmosis:  A  systemic  respiratory  disease  caused  by  a 
certain  type  of  parasitic  fungi 

Immune  Deficiency:  A  breakdown  or  inability  of  certain  parts 
of  the  immune  system  to  function,  thus  making  a  person 
susceptible  to  certain  diseases  which  they  would  not  ordinarily 
develop. 

Immunomodulators:  Drugs  that  build  up  the  immune  system 
and  help  the  body  fight  off  opportunistic  infections  or  other 
diseases  that  attack  people  with  ARC  or  AIDS. 

Inclusion/exclusion  criteria:  The  medical  or  social  reasons 
why  a  person  may  or  may  not  be  allowed  to  enter  a  trial. 

IND  (Investigation  New  Drug):  Name  given  to  an  experimen- 
tal drug  after  the  FDA  approves  an  application  for  testing  in 
people. 

Informed  Consent:  Type  of  protection  available  to  people 
considering  entering  a  drug  trial.  Before  entering  the  trial,  a 
participant  must  sign  a  consent  form  that  contains  the 
informed  consent.  The  informed  consent  must  explain:  A) 
why  the  research  is  being  done,  B)  what  the  researchers  want 
to  accomplish,  C)  what  will  be  done  during  the  trial  and  for 
how  long,  D)  what  risks  are  in  the  trial,  E)  what  benefits  can 
be  expected  from  the  trial,  F)  other  treatments  available  and 
G)  the  right  to  leave  the  trial  at  any  time. 

Institutional  Review  Board:  Every  institution  that  conducts  or 
supports  biomedical  and  behavioral  research  involving  human 
subjects  must  by  federal  regulation  have  an  IRB  that  initially 
approves  and  periodically  reviews  the  research  so  as  to  protect 
the  rights  o  f  the  human  subjects.  This  board  make  sure  that 
the  study  protects  patients'  safety.  They  will  only  approve  a 
study  if  the  benefit  it  may  bring  is  likely  enough  and  great 
enough  to  allow  the  risks  people  may  face  by  taking  part. 


Intravitreal:  Within  the  eye 

Karnofsky  performance  scale:  A  subjective  scale  which 
describes  a  patient's  ability  to  function  as  measured  by  the 
performance  of  common  tasks.  The  scale  ranges  form  10 
(moribund,  near  death)  to  100  (fully  and  normally  function- 
ing)- 

Latency:  The  period  when  an  organism  is  in  the  body  and  not 
producing  any  ill  effects. 

Neonatal:  Concerning  the  first  weeks  of  life  after  birth. 

Neuropathy:  A  general  term  describing  any  abnormal, 
degenerative  or  inflammatory  state  of  the  peripheral  nervous 
system. 

Open  label:  A  type  of  clinical  trial  in  which  researchers  and 
participants  know  who  is  taking  the  experimental  drug. 

Peripheral  neuropathy:  Painful  sensations  of  the  hands  and 
feet. 

Pharmokinetics:  Studies  how  a  drug  is  absorbed  in  the  body. 

Phase  I:  Trial  stage  in  drug  development  in  which  the  safety, 
toxicity  and  maximum  dose  tolerance  of  the  experimental 
drug  being  studied  is  determined. 

Phase  II:  Trial  stage  in  drug  development  whose  goal  it  is  to 
determine  whether  the  experimental  drug  has  activity  against 
a  particular  disease  (efficacy).  Also  studies  dose  schedules  and 
additional  safety  and  toxicity  data. 

Phase  III:  Expanded  controlled  and  uncontrolled  clinical 
trials  designed  to  gather  additional  data  supporting  effective- 
ness in  major  indications  and  specific  data  on  adverse  experi- 
ences. 

Placebo:  An  inactive  substance  against  which  investigational 
treatments  are  compared  for  efficacy. 

Prophylaxis:  A  treatment  intended  to  preserve  health  and 
prevent  the  spread  of  a  disease. 

Protocol:  A  detailed  plan  which  states  a  drug  trial's  rationale, 
goal,  hypothesis,  drugs  involved,  dosage  levels,  methods  of 
administration,  who  may  participate,  the  disease  and  its 
severity.  It  often  indicates  patient's  age,  sex  and  range  of  blood 
values  for  person  with  AIDS/HIV  infection.  The  protocol 
must  be  approved  by  an  institutional  review  board. 

Randomized  Study:  A  study  that  assigns  each  person  by 
chance  to  the  treatment  group  or  the  control  group. 


Retrovirus:  A  class  of  viruses  which  includes  HIV.  Retro- 
viruses are  so  named  because  they  carry  the  genetic  informa- 
tion in  RNA  rather  than  DNA  and  RNA  information  must 
be  translated  "backwards"  into  DNA 

Reverse  Transcriptase:  An  enzyme  essential  to  retroviruses 
which  copies  the  viral  RNA  into  DNA  AZT  and  other 
nucleoside  analogues  apparently  inhibit  the  reverse  transcrip- 
tion process. 

Syndrome:  A  group  of  symptoms  and  diseases  that  together 
are  characteristic  of  a  specific  condition. 

Titer:  A  laboratory  measurement  of  the  amount  (or  concen- 
tration) of  a  given  component  in  a  solution. 

Toxicity:  The  extent,  quality,  or  degree  of  being  poisinous  or 
harmful  to  the  body. 

Treatment  IND:  A  FDA  program  that  makes  experimental 
drugs  available  to  seriously  ill  people.  This  process  is  after 
drugs  hahave  demonstarted  safety  and  efficacy  but  before  they 
have  gained  FDA  approval. 

Viremia:  The  presence  of  virus  in  the  blood  stream. 

Virus:  A  group  of  submicroscopic  infective  agents  character- 
ized by  their  inability  to  reproduce  outside  of  a  living  host 
cell. 
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GLOSARIO  DE  TERMINOS  USADO 


Alcance  de  dosis  (dose  ranging):  Es  un  examen  en  el  que  dos  o 
mas  dosis  diferentes  de  una  droga  se  prueban  para 
determinar  que  dosis  trabaja  mejor  y  ofrece  menos  peligro. 

Anticuerpos  (antibodies):  Proteinas  producidas  por  las 
celulas  blanca  que  reconocen  y  bloquean  las  sustancias  ajenas 
al  organismo.  La  mayoria  de  los  anticuerpos  matan  al  organ- 
ismo  invasor. 

Anti-retroviral  (antiretroviraf):  Sustancia  que  detiene  o 
suprime  la  actividad  de  un  retrovirus  tal  como  el  VIH.  AZT  es 
una  droga  anti-retroviral. 

Asintomatico  (asymptomatic):  Infeccion  sin  sintomas.  Una 
persona  puede  ser  sero-positiva  pero  asintomatica,  esto  es, 
posee  anticuerpos  al  VIH  pero  no  muestra  ninguna  de  las 
senales  visibles  de  la  infeccion  con  VIH. 

Candida:  Un  fungo  cual  normalmente  se  encuentar  en  la 
boca,  la  piel,  los  intestinos  y  la  vagina.  En  personas  con  un 
sistema  inmunologico  compromisado  puede  causar  infeccion. 

Com  pa  ration  de  dosis  (comparison  trial):  Un  examen  en  el 
que  se  prueba  diferentes  cantidades  de  la  misma  droga.  En 
ocasiones  la  droga  se  compara  contra  un  placebo. 

Consentimiento  Informado  (informed  consent):  Tipo  de 
protection  disponible  para  personas  que  esten  considerando 
entrar  a  una  prueba  clinica.  Antes  de  entrar,  los  partitipantes 
deben  firmar  una  forma  de  consentimiento  que  contiene  el 
consentimiento  informado.  Este  debe  explica:  a)  por  que  se 
realiza  la  investigation,  b)  que  es  lo  que  los  investigadores 
esperan  lograr,  c)  que  es  lo  que  hara  en  la  investigacion,  y  por 
cuanto  tiempo,  d)  que  riesgos  hay  envueltos  en  la  investiga- 
tion, e)  que  benefitios  se  pueden  esperar,  f)  que  otros 
tratamientos  hay  disponibles,  y  g)  el  derecho  a  abandonar  la 
invetsigation  en  cualquier  tiempo. 

Criterios  de  Inclusion/  Exclusion:  Razones  medicas  o  sociales 
por  las  que  una  persona  puede  participar  o  see  rechazada  para 
una  investigation  ( por  ejemplo,  algunas  investigaciones  no 
pueden  aceptar  mujeres,  otras  puede  excluir  personas  con 
alergias  a  tiertas  drogas). 

Cruce  (crossover):  Protidimiento  en  una  investigacion  contro- 
lado  por  el  cual,  a  mitad  de  la  investigation,  el  grupo  de 
control  comienza  a  recibir  la  droga,  y  el  otro  grupo  deja  a 
recibirla. 

Diseminado  (disseminated):  Dispersido  por  todo  el  cuerpo 


Doble  tiego  (double  blind):  Un  tipo  de  investigacion  en  el 
que  los  investigadores  y  los  participantes  desconocen  quien 
esta  retibiendo  la  droga  experimental  o  el  placebo. 

Eficatia  (efficacy):  En  investigaciones,  la  abilidad  de  la  droga 
experimental  a  producir  resulatados 

Escalar  la  dosis  (dose  escalation):  Una  investigation  en  el  que 
la  cantidad  de  droga  administrada  se  incrementa  en  cada 
nuevo  grupo  de  la  investigacion 

Farmacoquineticas  (Pharmokinetics):  Estudia  como  las 
drogas  son  absorbidas  por  el  organismo. 

Fase  I  (Phase  /):  En  esta  fase  de  la  investigation,  un  pequeno 
grupo  de  gente  toma  una  pequena  cantidad  de  la  droga.  Si  la 
droga  no  produce  dano,  otro  pequeno  grupo  mas  de  gente 
toma  un  mayor  cantidad  de  la  misma.  Este  proceso  continua 
hasta  que  los  investigadores  descubren  cual  es  la  maxima 
cantidad  de  droga  que  una  persona  puede  ingerir  sin  pro- 
ducirle  dano  inmediato. 

Fase  II  (Phase  IT):  En  la  segunda  fase  de  la  investigation  mas 
personas  reciben  la  droga  para  ver  si  la  misma  trabaja  y  si  su 
uso  es  seguro.  A  veces  varios  centenares  de  persona  prueban 
la  droga.  El  experimento  puede  durar  de  varios  meses  a  dos 
anos. 

Fase  III  (Phase  IIT):  Casi  ninguna  de  las  drogas  para  enferme- 
dades  mortales  tienen  que  pasar  por  esta  fase.  Mas  personas 
reciben  la  droga  para  observar  si  la  misma  trabaja  para  mucha 
gente  y  si  no  es  peligrosa  a  largo  plazo.  Los  investigadores 
buscan  posibles  efectos  colaterales  raros,  que  solo  pueden  ser 
observados  en  pocas  personas  o  sobre  un  largo  periodo  de 
tiempo. 

Infection  Oportunistica  (opportunistic  infection):  Un  conjunto 
de  enfermedades  que  las  personas  con  SID  A  pueden  adquirir 
y  pueden  ser  fatales.  Las  personas  que  tienen  un  sistema 
inmunologico  sano  tienen  muchas  menos  probalidades  de 
adquirir  esas  enfermedades. 

Inmunodificientia  (immune  deficiency):  En  la  sistema  inmu- 
nologica  la  inabilidad  de  cierta  partes  del  sistema  inmuno- 
logico a  trabajar. 

Inmunomoduladores  (immune  modulators):DTOgas  que 
rebustecen  el  sistema  inmunologico  y  ayudan  al  cuerpo  a 
luchar  contra  infecciones  oportunisticas  y  otras  enfermedades 
que  atacan  a  las  perosnas  con  ARC  o  SIDA 
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Intravitreo  (intravitreal):  Por  dentro  del  vitreo  del  ojo 

Investigation  Abierto  (open  label):  Un  tipo  de  prueba  clinica 
en  cual  los  investigadores  y  los  participantes  saben  quien  esta 
tomando  la  droga  experimental. 

Investigation  Comparative)  (comparison  trial):  Una  investiga- 
tion en  cual  drogas  experimentales  son  comparadas  unas 
contra  otras  o  contra  un  medicamento  ya  aprobado. 

Investigation  Controlada  (controlled  trial):  Usualmente  es  una 
investigation  en  el  que  un  gmpo  recibe  la  droga  experimental, 
y  otro  grupo  recibe  un  placebo  u  otra  droga  ya  aprobada.  Los 
participantes  usualamente  desconocen  en  cual  de  los  grupos 
se  encuentran  ellos. 

Investigation  Randomizada  (randomized  trial):  Una  prueba 
clinica  en  cual  cada  persona  reciba  la  droga  experimental  por 
chance. 

Junta  de  Revision  Institutional  (IRB):  Cada  institution  que 
conduce  o  sostiene  investigationes  biomedicas  o  de  compor- 
tamiento  que  envuelve  sujetos  humanaos  debe,  por 
reglamento  federal,  tener  un  IRB  que  aprueba  inicialmente  y 
revise  periodicamente  la  invetsigation,  para  proteger  los 
derechos  de  los  seres  humanaos  envueltos.  El  IRB  solamente 
aprueba  investigaciones  si  el  beneficio  que  tendra  es  probable 
y  de  un  nevel  alto  para  dejar  personas  tomar  el  riesgo  posible 
de  participar  en  la  investigacion. 

Nueva  Droga  en  Investigation  (IND):  Nombre  que  se  le  da  a 
una  droga  experimental  despues  que  la  FDA  da  permiso  para 
que  se  pruebe  con  gente. 

Placebo:  Una  sustantia  inactiva  (como  una  pildora  de  azucar) 
que  se  le  da  al  grupo  de  placebo  (el  contol)  en  una  investiga- 
cion clintia.  Al  otro  grupo  de  le  admistra  la  droga  experimen- 
tal. 

Profilaxis  (prophylaxis):  Una  droga  que  puede  ayudar  a 
prevenir  el  desarrollo  de  ciertas  infecciones. 

Protocolo  (protocol):  Un  plan  detallado  que  establece  las 
razones  para  llevar  a  cabo  una  investigacion  con  drogas,  los 
objectivos,  las  hipotesis,  las  drogas  a  ser  probadas,  los  niveles 
de  drogas  y  los  metodos  de  administration,  quien  puede 
participar  (criterios  de  inclusion/exclusion),  la  enfermedad  y 
su  severidad.  Frecuentemente  indica  la  edad  del  paciente,  el 
sexo,  y  una  tabla  de  valores  sanguineos  para  personas  con 
VIH/SIDA  El  protocolo  tiene  que  ser  aprobado  por  el  IRB. 

Toxitidad  (toxicity):  Que  cantidad  de  una  droga  puede  ser 
tomada  sin  peligro. 


Tratamiento  IND  (Treatment  IND):  Un  programa  de  la  FDA 
que  permite  adminstrar  drogas  experimentales  a  personas 
seriamente  enfermas.  Las  companias  farmaceuticas  pueden 
cobrar  por  el  medicamento. 

Uso  Compasivo  IND  (Compassionate  Use  IND):  Bajo  este 
programa,  personas  seriamente  enfermas  pueden  pedir  a  sus 
doctores  que  soliciten  a  una  compania  farmaceutica  que  les 
suministre  una  droga  experimental  que  consideren  puede 
ayudarlos.  Puede  que  existe  muy  poca  information  sobre  la 
efectividad  y  seguridad  de  la  droga.  La  compania  farmaceutica 
tiene  la  ultima  palabra  al  respecto  de  que  la  persona  reciba  la 
droga  o  no.  Muy  pocas  drogas  se  encuentran  disponibles  a 
traves  de  estae  programa.  Las  companias  farmaceuticas  nunca 
cobran  por  estas  drogas. 
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ABBREVIATIONS  USED: 

ACTG:  AIDS  Clinical  Trial  Group 
CMV:  Cytomegalovirus 
CNS:  Central  Nervous  System 
CRI:  Community  Research  Initiative 
IM:  Intramuscular 
IND:  Investigational  New  Drug 
FDA:  Food  and  Drug  Administration 
KS:  Kaposi's  Sarcoma 

NIAID:  National  Institutes  for  Allergy  and  Infectious  Dis- 
eases 

ZDV:  Zidovudine,  also  known  as  AZT,  Retrovir 


RESEARCH  SITE  ABBREVIATIONS/ 
LOCATIONS 

Baystate  Medical  Cntr.:  Basytate  Medical  Center,  Springfield 
MA 

BCH:  Boston  City  Hospital,  Boston,  MA 
BI:  Beth  Israel,  Boston,  MA 

Brigham  and  Women's:  Brigham  and  Women's  Hospital, 
Boston,  MA 

BRUNAP:  Brown  University  AIDS  Program,  Providence 
Rhode  Island 

Children's  Hospital:  Children's  Hospital,  Boston,  MA 

CRI/New  England:  Community  Research  Initiative  of  New 
England 

MGH:  Massachusetts  General  Hospital,  Boston,  MA 

NE  Deaconess:  New  England  Deaconess  Hospital,  Boston, 
MA 

Roger  Williams  Hospital,  Providence,  RI 

UMASS  Worcester:  University  of  Massachusetts  Medical 
Center,  Worcester,  MA 
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